IHCTPYKIIA
AJIS1 MEUYHOI'0 32CTOCYBAHHS JIIKAPChKOIro 3ac00y

CEPMIOH®
(SERMION®)

Cknao:

ofoua peyosuHa. HIEPTOJIIH;

1 Tabnetka MicTUTh Hileproxiny 30 mr;

OONOMIJICHT pewosunu: Kallblilo rigpodocdaTy aurimpar, IeNojio3a MIKPOKPHCTaIidHa, MarHiro
cTeapaT, HaTPil0 KapOOKCHMETHIIIENIONIO3a, TiAPOKCUIIPONUIMETHIICIION03a, TUTAHY JIOKCH]T
(E 171), momierunenriikoas 6000, 3amiza okcun xxoBtHii (E 172), cuikoH.

Jlikapcbka gopma. TalneTku, BKpUTI IUTIBKOBOIO 000JOHKOIO.
OcHosHi ¢hizuxo-ximiyni enacmusocmi. KPyril IBOOIYKJl TaOJIETKH, BKPUTI HETPO30POIO TITIBKOBOIO
000JIOHKOTO KOBTOTO KOJIBOPY.

dapmakoTepaneBTH4YHa rpyna. 3acoOu, 10 BIUIMBAIOTh HAa CEPLEBO-CYJUHHY CHCTEMY.
[lepudepuuni Bazoaunararopu. Ankanoigu pokkis. Hinepronin. Kog ATX C04A E02.

Dapmakonoiuni enacmueocmi.

Dapmaroouramixa.

Hinepronin € noxigHuM eproiiiny 3 anbda-1l-aapeHepriuHor OJ0KYHOUOI0 aKTHBHICTIO, Yy pa3l HOro
MapeHTepaIbHOTO 3acTocyBaHHA. [licms mepopallbHOTO 3acTOCYBaHHS HINEPTOJIH  TMIIAE€ThCS
IMIBUJIKOMY 1 3HAYHOMY METa0oJIi3My 3 YTBOPEHHSM psIy METAOOJITIB, 3a PaXyHOK SKHX TaKOX
CIIOCTEPIra€ThCS AKTUBHICTH HA PI3HUX PIBHAX IEHTPAIBHOI HEPBOBOT CHCTEMH.

IIpu mepopansHOMy 3acTocyBaHHi CepMioH® mposiBise uncneHHi HeifpodapMakoaoriuni egekTn: BiH
HE TUIBKHW TIJIBUIIYE HAIXOHKEHHS Ta CIIOKMBAHHS TJIFOKO3H B MO3KY, MIJCHIIOE 610CHHTE3 OUTKa Ta
HYKJICTHOBUX KHCJIOT, ajie TAKOX BIUTMBAE HA Pi3HI HEHPOTPAHCMITEPHI CUCTEMH.

Cepmion® mokpamntye nepebpanbHi XomiHepriuni QyHKIIi y crapux TBapuH. TpuBajie 3acTOCyBaHHS
HILIEPTOJIIHY Y CTAPUX MIYPIB MEPEIIKO/HKAJIO OB’ I3aHOMY 3 BIKOM 3HW)KEHHIO PIBHS alleTHIXOJIHY (Y
KOp1 TOJIOBHOTO MO3KY Ta Y CMYracTOMy TiI1), a TakO> MPHU3BOAMUIO JI0 3MEHIICHHS BHUBUIbHEHHS
aneTwixojiny (y rimokamii) B ymoBax INn Vivo. Ilicis TpHBaaoro mepopanbHOrO 3aCTOCYBAaHHS
npenapary Cepmion® Takox crocrepiranocsi MiBUIEHHS aKTUBHOCTI XOJiH-aleTHiITpancepasy Ta
HIUIBHOCTI MYCKapMHOBHX peLenTopiB. Bimbin Toro, y mociaimkeHHsSX sK in Vitro, Tak i in Vvivo
HIIEProyiiH ICTOTHO 3HIKYBAaB aKTHUBHICTh AaleTHIXOJIHecTepazu. Y IUX EKCHepPUMEHTaIbHUX
JOCII/DKEHHSAX HEHUpPOXiIMiUuHI €(QEeKTH CHOCTEepiraaucs OJHOYACHO 31 CTIHKUM MOJINIICHHSIM
MOBEAIHKOBUX peakiiii. Hampukman, y Tecti 3 1aGipMHTOM Yy 3pUIMX TBapuH, SKUM 3aCTOCOBYBAIU
Cepmion® mpoTsarom TpUBaoro yacy, CocTepiraan po3BUTOK PEaKliif, CX0KHUX HA PEaKIlii y MOJIOJUX
TBapUH.

Ilin wac 3actrocyBanHs mnpenapaty CepMioH® y TBapuH TaKoX BAANOCA 3MEHIIMTH MPOSBU
HEJO0CTAaTHOCTI KOTHITUBHOT (pyHKIIIi, sika Oyla iHAyKOBaHA KUTbKOMA areHTaMHu (TIMOKCIE0, eNeKTPO-
KOHBY/IbcHBHOIO Tepamnicto (EKT), ckononaminom). Ilepopansue 3actocyBanns npenapaTy Cepmion®
y HU3BKHMX J03ax 30UIblIye MeTabosi3M JodaMiHy Yy 3pUIMX TBAapuH, 30KpeMa y Me30IMOIuHii
AUIAHIN, iMOBIpHO, IIIAXOM MOAYNANii podaminepriunux penentopis. Cepmion® mokpamrye
MEXaHI3MHU TPaHCIAYKIIi CUTHANIB y KIITHHAX Yy 3pUIMX TBapHH. SIK MpH OJHOpPA30BOMY, TaK 1 MpHU
TPUBAJIOMY TE€POPAILHOMY 3aCTOCYBaHHI IIpenapary CIOCTEpirajiocsi MiABUILEHHS MeTaboi3My
6a3anbHOro Ta aroHicTuyTaumBoro ¢ochoinozutuay. CepmioH® TakoXk TMiABHILYe AaKTMBHIiCTh i
NIEPEHECeHHs 10 AUISHKM MeMOpaHM Kaublii3anexHux i3o¢opm nporteinkinazu C. Lli depmenTn
OepyThb yuyacTb y MeXaHi3Mi CeKpelii pPO3YMHHOIO aMuIOIIHOTO IMOoNepeIHUKa MpOTeiHy, IIO0
NPU3BOIUTH 10 TOCHJICHHS HOro BUBUIBHEHHS 1 /O 3HIKEHHS HPOAYKIIl MaToJjoriyHoro Oera-
aminoiny, mo Oysa0 MpoJeMOHCTPOBAHO Ha KYJIbTYPI JIFOJCHKOT HEHpoOIacTOMH.

3aBISKH CBOEMY AHTHOKCHJAHTHOMY €(eKTy Ta 3JaTHOCTI aKTHBI3yBaTh (EepMEHTH AETOKCHUKAIii
Cepmion® 3anobirae 3aru6esi HEPBOBUX KIITUH, CHPUYUHEHY OKCHIAHTHHUM CTPECOM Ta ArONTO30M.
Cepmion® nocnabmmoe Bikose 3MeHIeHHs excrpecii MPHK HelipoHanbHOT CHHTa3H OKCHIY a30Ty, IO



TaKO’K MOYKE BIUIMBATH HA MOJIMIICHHS KOTHITUBHOT (QyHKIIII.

HocmipkenHss  GpapMakogMHAMIKA B JIIOAWHU OylIM TIpOBENEHI 3 BHUKOPUCTAHHSAM METOIMK
koM toteproi EEI" 3a y4acTio JH0OpOBOJBIIIB MOJIOJOTO Ta CTApIIOro BIKY, a TAaKOX MAIEHTIB
JIITHBOTO BiKy 3 KOTHITMBHMMH po3ianamu. Cepmion® Hopmanisysas pesynstati EEI y marientis
JITHBOTO BIKY 1 JOPOCIMX MAIliEHTIB MOJIOJIIIOTO BiKy B yMOBaXx TiMOKCIi, MigBUINyIOUd o- 1 [-
aKTHUBHOCTI Ta 3HIKYIOUH O- 1 0-akTHBHOCTI. Y MAaIli€eHTIB 3 JEMEHLIEI0 JIETKOro ab0 MOMIpHOTO
CTYIEHS Ta PI3HOTO MMOXOKEHHS (CEHUIbHA IEMEHIIisI aJbIreiMepIBCHKOTO TUITY Ta MYJIbTHIH(pAapKTHA
JIEMEHIlis) HpU JOBTOTPUBAIOMY 3acTocyBaHHi mpemapaTy Cepmion® (mporsarom 2-6 Micsilis)
CrioCTepiraucs MO3UTHBHI 3MIHU BHKJIMKAHOTO IMOTEHINIATY Ta BiAMOBIAl HA MOAPA3HEHHS; IIi 3MIHH
KOPEJIOIOTh 3 TOKPAIIEHHSIM KIHIYHMX CHMOTOMIB. 3 OISy Ha BUILNEBKAa3aHE, OYEBUIHO, IO
HIIEPTOJIiH i€ TUITXOM MOJIYJIALIL 3 ITMPOKUM CIIEKTPOM KIIITHHHHUX 1 MOJIEKYIIIPHUX MEXaHI3MiB, IO
OepyTh ydacThb y TATOTEHE31 JAEMEHINl. Y MOJBIHHO CIIMUX IUTAe00-KOHTPOJIbOBAHUX KITIHITHHX
JNOCHKEHHAX Opano ydacte Outbmie 1500 marieHTIB 13 JeMeHI€ro (albUreiMepiBCbKOro THILY,
CYIMHHOIO Ta 3MIIIAHOTO THITY), SIKI OTPUMYBAJIM HILEProJiiH y 1031 60 mr Ha m00y abo miaiebo.
[Ticnst TOBrocTpOKOBOTO JIIKYBAaHHSI HILEPrOJIIHOM CIOCTEPIrajiocsi TpUBajie 3MEHIIEHHS IPOSBIB
KOTHITUBHHUX 1 MOBEAIHKOBUX MOPYLIEHb, MOB’sI3aHUX 13 AeMeHIli€t0. [lokpalleHHs: cTaHy Mali€HTIB
3’ABIIATIOCS Yepe3 2 MICSIIl JIIKYBaHHS 1 yTPUMYBAJIOCs MPOTITOM OJHOTO POKY JIIKYBaHHS.

[IpenapaT MO3WTHMBHO BIIMBAa€E Ha PIBEHb yBaru, KOHLEHTpalLil0 Ta eMoliiHui craH. [Ipemapar
CIPUSTIMBO BIUIMBAE HE TUIBKM HA KOTHITUBHY JISUTBHICTH, aj€ TaKOXX Ha TOPYIICHHS HACTPOIO Ta
TTOBEIIHKH.

Dapmaxokinemuxa.

BemokryBanns. Ilicns mepopanbHOro 3acTOCYyBaHHS HILEPTOJiH IIBUJIKO Ta Maibke IOBHICTIO
BCMOKTYEThCS.  MakCHUMaJdbHHIA  TOKa3HUK  pPaJIOaKTHBHOCTI  TIiCIAs  TPUHAOMY  37I0pPOBHMH
NOGPOBONBIAME HU3BKUX 103 (4-5 mr) H3-midenoro mineprominy Bu3HayaBcs uyepes 1,5 romuHm.
OpHak miciusi MepopalbHOTO 3acTocyBaHHS TepaneBTuuHuX 103 (30 mr) C'%-mivenoro mineprominy
3I0POBUMH  JTOOPOBOJIBISIMA  MaKCUMAJIbHUWA TIOKAa3HUK PaJiOaKTUBHOCTI Yy CHPOBATIIl KpPOBIi
Bi/I3HAYaBCs 4yepe3 3 TOAWHU Micis npuiiomy mo3u. Ilicis mepopanbHOro 3acTOCyBaHHS HILEPTOJIIHY
(15 mr) y 310poBHX JOOPOBOJIBIIB IUIOIIA ITil KPUBOIO Pali0aKTHBHOCTI CHPOBATKH KPOBI CTAHOBHJIA
81 % 1 6 % Bix 3HaYEHHS, PO3PAXOBAHOIO JIs ABOX OCHOBHHMX MeTaloJITIB Hileprojiny — MDL i
MMDL sianosinHo. ITikoBi koHuentpanii MDL y mnmasmi kpoBi gocsranucs TpuOIU3HO 4epe3 3—
SroauH TICHs OAHOKpaTHOro abo OaratopasoBoro 3actocyBaHHs Tabietku 30 mr. IlikoBa
koHneHTpamis MMDL y mmasmi kpoBi jgocsranacs npubauzHo uepe3 0,5-1 roauHy micis
OJIHOKPATHOT'O 3aCTOCYBaHHs TabiaeTku 30 Mr.

AOcosroTHA 010I0CTYIHICTh HIIEPTOIIHY ITICI MEPOPaTLHOTO 3aCTOCYBAHHS CTAHOBUTH MPUOIM3HO
5 % BHacHiIOK €(QeKTy MepLIOro MPOXOKEHHs. 3a pe3yJbTaTaMu BU3HAUEHHsS pPIBHIB I'OJOBHOTO
Merabomitry MDL Oyno BCTaHOBJIEHO, IO B 3I0POBHX JOOPOBOJBIIB TICIS TEPOPaTHLHOTO
3actocyBanHa 703U 30-60 Mr dapmakokiHeTHKa HILEProJiiHy € JiHiiHOW0. Ilicias oaHOKpaTHOTO
MEePOPAILHOTO 3aCTOCYBAaHHS HIIEprofiiHy B /1031 30 Mr 3HaYHOTO BIUIMBY DKi Ha (papMaKOKIHETUKY
MDL ta MMDL Bu3naueno e 6yio.

Poznoain. Po3monun npenapary y TKaHMHaX IIBUIKUN Ta HIMPOKHUI, IO B1IOOPa)KaeTbCs KOPOTKOKO
($hazor0 po3noILTy paioaKTUBHOCTI CHPOBATKU KpoBi. O0’eM po3MoALTYy HIEProiHy B LIEHTPAILHOMY
KOMITAPTMEHTI (MPUOIU3HO PO3paxOBaHUM HUIAXOM IUIEHHS J03M HA KOHIIEHTPAIl0 HILlEproJiiHy B
m1a3Mi KpoBI B MepHIOMY Mepiofai uisi B3SATTS 3pa3ka Micias BHYTPIIIHBOBEHHOTO BBEACHHS
HOMIHQJIBHOT JI03U 2 M) € MOPIBHAHO BHUCOKUM (224 1), 10 NOTEHLIHHO BinoOpa)kae po3MOALT
HILEprojiHy B KJIITHHAaX KpoBi Ta/a00 TkaHMHaX. HilleprosiH i3 BUCOKOIO CHOPITHEHICTIO 3B S3Y€ThCS
3 OUTKaMU MJIa3Mu KpOBi JIOAMHU, NMPH LIbOMY CIIOPITHEHICTh 3 O-KHCIUM IUIIKOMPOTETHOM y YOTUPHU
pas3u BHUINA, HDK 3 albOyMIHOM CHPOBATKH KpoBi. BiICOTOK 3B’s3yBaHHS € BIIHOCHO MOCTIMHUM, KOJIN
KOHIIEHTpallisl Hiueprojiny 30utbmryerbest Big 1 Mkr/mn go 500 mxr/ma. OOuzasa metabomiiTu
Hineproiiny, MDL ta MMDL, xapakrepu3yioTbcs HM3bKUMH PIBHSAMH 3B’S3yBaHHS, NPHUOIM3HO
14,7 % Ta 34,7 % BinnoBigHO, y Aiama3oHi koHueHTpaiid 50—200 Hr/mo.

Mertabonism _Ta ekckpemid. I[lepeBakHUM UYMHOM THpenapaT BHAUIAEThCS 13 ceueto. llporarom
120 rogun micas 3actocyBaHHS NpUOIM3HO 82 % 3arajgbHOi KUIBKOCTI MIYEHOTO pPajioi30TONoM
HIIEprojIiHy BUBOIUTHCS HUpKamu, a 10 % — i3 xanom. Hinepromnin 3a3Hae 3HAaYHOTO MeTabO0IIZMY
MEPEeBAXHO IIISAXOM Tiponizy edipHUX 3B’s3KiB 3 yrBopeHHsM MMDL, a notim — MDL nuisixom

2




JEMETHIIIOBAHHS (3a JIOTIOMOrolo Karamituunoi Aii i3opepmenty CYP2D6). Tomy dapmakokineTnka
HIIEprojiHy Ta Horo mMeraboJiTiB 3a3HAa€ BIUIMBY B MAaLi€HTIB i3 reHetuyHuM nedinurom CYP2DG6.
AxtuBHI Mertaboiitu, 1o yrBoprowtbes (MMDL Tta MDL), KOH'IOTYIOTH 13 TJIFOKYPOHOBOIO
kucnororo. Yactka romoBHoro wmetabomity MDL cranoButs 51 % 3arampHoi mo3u ta 76 %
PalioaKTUBHOCTI, BH3HAYEHOI B Ce€4Yi MICIs MEepOpaNbHOrO 3acTocyBaHHA 103U 15 mr. CepenHe
3HAa4YeHHs KiHIeBOro mnepiony HamiBBuBeneHHs MDL 3naxomutbes y miamazoni mpubmmuzao 11—
20 rouH.

Oco6unBi nomy il manieHTiB. BrumB nopymenns GyHKii HUpOK Ha (apMaKOKIHETUKY HILEPTOMiHY
OILIHIOBAIM B TAIIEHTIB i3 MOpYIICHHIM (YHKIIT HUpPOK serkoro (kimipeHc kpeatuniny (Clcr) 60—
80 mi/xB), cepemuboro (Clcr 30-50 mi/xB) Ta Tshxkoro (Cler 10-25 mi/xB) crymens. Y maiiieHTis i3
nopymeHHsM QyHKIII HUPOK Jserkoro (N=5), cepemaporo (N=5) Ta Tskkoro (N=4) crymneHs
criocTepiranucs 3Ha4Hi BiqMIHHOCTI B KiTbkocTi MDL, sikwii BuBoMBCS 13 ceuero B Mexax 120 roaux
MICTsl MePOPaNIbHOTO 3acToCyBaHHs Hineprodiiny B qo31 30 mr (38,1 %, 42,6 % Ta 25,7 % BBeneHoi
no3u BimoBinHO); 11t MMDL BigmoBinHi 3HaueHHs cranoBuau 1,7 %, 0,6 % Ta 0,2 %. V maieHTis i3
MOPYIIEHHSIM (PYHKI[IT HUPOK TSHKKOTO CTyIeHs OyJio BU3HAYEHO 3HAYHE 3MEHIIeHHs BuBeneHHss MDL
13 cedero MOPIBHSAHO 3 IHIIMMM JBOMa rpynamu. KpiM TOro, y maumi€eHTIB 13 MOPYIIEHHSIM (QYHKILIT
HUPOK JIETKOTO, CEPEIHBOT0 a00 TSHKKOTO CTYIEHS CIIOCTEPIrajocs cepelHeE 3MEHIICHHS BUBEICHHS
MDL 3 ceuero (0—72 romuam) Ha 32 %, 32 % T1a 59 % BIINOBIMHO MOPIBHSHO 3 TAIliEHTaMHU 3
HOPMaJIBHOKO (DYHKITI€I0 HUPOK, SIKI Opaliid y4acTh B IHIIOMY JOCIIIKEHHI 13 3aCTOCYBaHHSIM TaOJIETOK
1o 30 mr.

dapMaKOKIHETHKA HIIEProIiHy Y MallieHTIB 13 MOPYIIEHHSAM (YHKIIIT MEYIHKUA HE AOCTIHKyBaacs.
dapmakoKiHETHKA HIEPTOIIHY HE JOCHTIKyBaIacs y ITEH.

BrnuB Biky (y maii€HTiB JITHBOTO BIKY) Ha (hapMaKOKIHETHKY HILEProIiHy MOBHICTIO HE BUBUEHUH.

KuiniuHi XapakTepucTUKH.

Ilokazanns.

[TocTiHCYyNnBbTHI CTaHW, CyAWHHA JeMeHIs (MyJabTUiH(QapKTHA JEMEHIlis), JereHepaTHBHI CTaHH,
MOB’s13aH1 13 JAEMEHIli€I0 (CeHUIbHA Ta TPECEHUIbHA JEeMEHIlis TUIly AJblnredMepa, ASMEHIlS TPHU
xBopo0Oi [TapkincoHa).

Ilpomunoka3zanns.

[linBuieHa 4YyTIMBICTH JO HILEProOJIiHY, [0 ajKajoimiB pDKKIB abo a0 Oyab-SKOro IHIIOTO
KOMIIOHEHTa TmpemnapaTy. HemomaBHO mnepeHeceHnid iH(papKT MioKapja, TOCTpa KpOBOTEYa,
OpTOCTAaTUYHA TIOTEH31s, TSDKKA OpauKap/Iis.

B3aemooia 3 inmumu nikapcoKumu 3acodvamu ma inwii 6u0u 63a€mMOoO0ill.

[Ipemapat ciif 3aCTOCOBYBATH 3 00EPEKHICTIO Pa3oM 13:

2INOMEH3UBHUMU 3acobamu. HIUEPTOJiH MOXE IMMJICHIOBATH ixHIO niro. Himepromin Moxe
IIJICUJTFOBATH BIUTMB O€Ta-aIpeHOOI0KAaTOPIB Ha CeplIe;

cumnamomimemukamu (arvgha- ma OGema-): HIEProJiiH MOKE YMHHUTH AHTArOHICTHYHY IO MO0
CYIMHO3BY)KYBJIBHOTO €(EeKTy CHUMIATOMIMETUYHUX 3aco0iB BHACHIIOK OJOKyBaHHA alb(a-
aJipeHepriYHuX peuenTopiB (AuB. po3aia «OcoOIMBOCTI 3aCTOCYBAHHSY);

JiKapcokumu  3acobamu, Axki memabonizyromuca izogpepmenmom CYP2D6: OCKUIBKM HILEpProJiiH
MeTabomizyersest 3odepmentom CYP2D6, He MOkHA BUKIIIOYATH MOXMIIMBICTH B3a€EMOJIIN 3 HITUMU
TKapchbKUMU 3ac00aMH, K1 METa0OI3yIOThCSI TUM CAMUM ILISIXOM;

aHmuazpe2anmamy ma aHMUKOAZYJIsAHmMamMu (Hanpukiao 3 ayemulicaliyuiogor KUCIOMOIO):
MIZCUITIOE BITUB Ha T€MOCTa3, BHACTIIOK YOTO MOKe 30UTBIIIYBATHCS Yac KPOBOTEYi,

JIKApChbKuMU 3acobamu, 5Ki 6NIUBAIOMb HA MemadonizM ce4080i Kuciomu: HIIEProliH MOXKe
MPU3BOAUTH J0 OE3CUMITOMHOTO MiABUIIICHHS KOHIIEHTPAIII CEY0BOT KUCIOTH B TIa3Mi KPOBI.

Ocobnueocmi 3acmocysanns.
Jlocmi/pkeHHsT 3 OJHOKpaTHUM a0o 0araTopa3oBUM 3aCTOCYBAaHHSIM HILEProJliHy BHUSBWIM, IO
HIIEProiH MOJK€ 3HWKYBATH CHCTOJIIMHUN apTepiaibHUi THCK Ta 3HAYHO MEHIIOK MIpOko —
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TiacTOJIIYHUN apTepiaJbHUA THCK Yy MAI[IEHTIB 13 HOPMAJIBHUM apTepiaIbHUM THUCKOM 1 TAIli€HTIB i3
MIIBUIICHUM apTepiaibHUM THCKOM. Lli eekTH MOXXyTh BapiroBaTH, OCKUIBKH 1HII JOCTIKEHHS HE
BHUSIBIJIM 3MiH CUCTOJIIYHOTO a00 J1aCTOJIIYHOTO apTePIaIbHOTO TUCKY.

[MamienTam, sKi TpUKAMAIOTh HINEProjiH, CIi 3 OOEPEKHICTIO 3aCTOCOBYBAaTH CHMIIATOMIMETHKH
(aronictu anb(a- Ta GeTa-penenTopi) (AUB. po3auT «B3aemomis 3 HIIMMH JTIKAPCHKUMH 3ac00aMu Ta
1HIII BHIU B3a€MOJIIN»).

[Ipemapar cnig 3 0O0EpEKHICTIO 3aCTOCOBYBATH TAIli€eHTaM 3 TiepypukeMiero abo Mmoaarpoio B
aHaMHe31 Ta/abo I 9ac CyMyTHBOTO JIIKYBaHHS IpenapaTam, O MOXYTh BIUIMBATH Ha METa00Ii3M
Ta eKCKPEIil0 ceuoBOi KUCIOTH (IuB. po3/i «I[1o0iuHi peakiii»).

Bunuknennss  ¢iOposy (mampukman — ¢iOpo3y  JereHb,  cepls, CepLUeBUMX  KJIANaHiB  Ta
peTpornepuToHeaTbHOTO (PiOPO3y) acOIOBANIOCS 13 3aCTOCYBAHHSM JICSIKHX QJIKAJOINIB POKKIB, SKAM
MpUTAMaHHA arOHICTHYHA aKTUBHICTB 10 5-HT2p-penientopiB cepoToHiHYy.

[ToBinoMasiocs Mpo BUHUKHEHHS CHUMIITOMIB €proTH3My (BKJIIOYAalO4YM HYIOTY, OJIOBaHHS, JAlapero,
aboMIHAMBHUN OUTh Ta 3BYXKEHHS NEpUPEpUUHMX CYIAWH) MPU 3aCTOCYBAHHI ACSIKUX alIKaJOiliB
PDKKIB Ta IXHIX MOX1IHUX.

[lepen mnpu3HaYeHHSM IBOTO KIJIACY JIKAPCHKUX 3acO0IB JIIKApSAM HEOOXITHO O3HAMOMUTHUCS 3
03HaKaMU NepeI03yBaHHS PLKKIB.

Jlikapcekuii 3aci6 Cepmion®, Tabmetku mo 30 mr, MicTuTh MeHme | Mmomb Hatpiro (23 Mr) Ha
tabnerky. [laiieHTiB, K1 JOTPUMYIOTbCS JTIETH 3 HU3bKUM BMICTOM HaTpilO, MOKHA MPOIHGOPMYBaTH,
10 LeH JIIKapChKUi 3acid MpakTUYHO BUIBHUHN Bifl HATPIIO.

3acmocyeanns y nepioo éazimmocmi abo 200y8anHs 2pyooro.

BaritHicTh

Hineprosin He YMHUTH TOKCHYHOI A1l HA PENPOIYKTUBHY (PYHKIIIIO BariTHUX CaMOK IIypiB Ta KPOJIiB.
KiiHiuHUX JOCHPKEHh 3a Yy4YacTI0O BariTHUX JKIHOK HE MPOBOAWIOCA. 3 OBy Ha CXBajeHi
MOKa3aHHs, 3aCTOCYBaHHS HINEProjiHy BariTHUMH >KIHKAMH Ta JXKIHKaMH, SKi TOIYIOTh TPYAIIO,
MajoimoBipHe. [lin dac BariTHOCTI HINEPTOJIH CJIiJ 3aCTOCOBYBATH JIMIIE B THUX BHITaJIKaX, KOJIH
MOTEHITIITHA KOPUCTH TSl MAIIEHTKU TIepeBaXkKae MOTEHINWH] PU3HKH JUTS TUTOA.

l'onyBaHHSA rpyaIr0

HeBimoMo, uu mpoHUKaEe HINEProyiH y TpyaHe MoJoko, Tomy CepmioH
KIHKaM, SIKi TOIYIOTb TPYIIIO.

DepTUIbHICTh
VY nocnimpKeHH1 Ha IIypax HilleproJiiH He BIUIMBAB Ha (ePTHIIBHICTD.

® He cmix 3acTocoBYBaTH

30amuicmv enauseamu Ha WEUOKICMb peaxyii npu KepySauHi aABMOMpPAHCNOPMOM aO0 ITHUWUMU
MeXaHIZMaMU.

Xouva kmiHiunHi edexktn npenapatry CepMioH® BHKOPHCTOBYIOTH [ MOKpAIIGHHS YBard Ta
KOHIIEHTpAallii, HOro BIUIMB HA 3JaTHICTh KEepyBaTH TPAHCHOPTHUMH 3aco00aMH Ta MPAIIOBATH 3
IHIIMMH MEXaHI3MaMH MPHU 1IbOMY HIKOJIHM HE BUBYABCS. TOMY HEOOXiTHO 3 00EPEKHICTIO MPOBOIUTH
JIKyBaHHS, OEpydd 0 YBar OCHOBHE 3aXBOPIOBaHHS mMaiieHTIB. [1in yac kepyBaHHS TPAaHCHOPTHUMHU
3acobamu a00 poOOTH 3 IHIIMMU MEXaHI3MaMH CIIiJ] BpaXOBYBATHU Te, 1110 Yac BiJ YaCy MOXKE BUHUKATH
3armaMoOpOYCHHS a00 COHNIMBICTD (AuB. po3ain «I1o0iuni peakiii»).

Cnoci6 3acmocysanna ma 0o3u.

PexomennoBana no6oBa no3a — 1 Tabnetka 1 abo 2 pasu Ha 100y (30—60 mr). 3a3Buyaii 7060Ba 103a
Ui Jopocnux ctaHoBUTH 30 mMr. TumuacoBo il MokHa 30UTBIIUTH 10 60 MT.

3a pe3ynbTaTaMM JOCIKEeHb (PapMaKOKIHETHKH 1 TEPEHOCUMOCTI MaIliEHTaM JIITHbOTO BIKY KOPEKIIi0
71034 IpernapaTy NpOBOJUTH HE MOTPIOHO.

Tayienmu 3 nopywennsam Qyukyii HUpoK.

OCKUTbKM €eKCKpellii HHpKaMU € TOJIOBHMM LuIAixoM BuBeneHHs (80 %) Hineprojiny Tta ioro
MeTa0oITIB, Uil MAII€HTIB 13 MOPYUIEHHAM (YHKIIi HUPOK (piBEHb KPEaTHHIHY B CUPOBATII KPOBi
> 2 Mr/mMi1) peKOMEHIYEThCSI 3MEHIIUTH 103y (muB. po3ain «DapmakokineTnka»). EdekT mikyBaHHs
NPOSBISIETHCS MOCTYNMOBO. OCKUTbKM 3a3BUYall Teparlis 3A1HCHIOETHCS BIIPOJIOBXK TPHUBAJIOrO Hacy,
[IOHaMEeHIIIe Yyepe3 KOXKH1 6 MICAILIIB JiKap Ma€ OIIHIOBATH AOLUIBHICTh MPOJIOBKEHHS JIIKYBaHHS.
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Mimu. be3neka Ta e(heKTUBHICTh 3aCTOCYBaHHS HILEPTOJIHY AITSAM HE BCTaHOBIEHI. JOCTYMHHUX TaHUX
HEMAE.

Ilepeoosysannas.

[Ipu 3acTocyBaHHI BHCOKHX 103 HILIEPTOJIIHY MOXKJIMBE THMUYACOBE 3HMKCHHS apTEPialbHOTO THCKY.
3a3Buyail Takuil CTaH HE MOTPeOye CIENIATbHOTO JIIKYBaHHS, JOCTATHBO MOJIEKATH KUTbKAa XBUJIHH. Y
BHUHSTKOBUX BHUIAJIKaX BUPAKEHOI HEJOCTATHOCTI MO3KOBOTO Ta CEPLEBOTO KPOBOOOITY MOUUILHUM €
3aCTOCYBAaHHSI CUMITATOMIMETHKIB 1 MOCTIHHUN KOHTPOJIb apTEPIialbHOTO THCKY.

Io6iuni peakuii.

Kareropii yactotu BupaxeHi sk: gyxe acto (> 1/10); gacto (Bixm > 1/100 mo < 1/10); Hewacto (Bix
>1/1000 mo < 1/100); pinko (Bim >1/10 000 mo < 1/1000); myxe pinko (< 1/10 000); uwacrora
HeB1I0Ma (YaCTOTY HE MOKHA BCTAHOBUTH 32 HASIBHUMH JTAaHUMH ).

VY K0HIH TpyIi YacTOTH NOOIYH1 peakiii MpeICTaBICHO y MOPSJIKY 3MEHIIEHHS CEpHO3HOCTI.
Tcuxiuni poznadu. Heuacto: TpuBOKHE 30yIKEHHS, CIUTYTaHICTh CBIIOMOCTI, O€3COHHSI.

Po3znaou 3 6oxy nepsosoi cucmemu. Hewacto: COHIMBICTD, 3alIlaMOPOUYEHHS, TOJIOBHUN OUIb; 4acTOTa
HEBiZIoMa: BiIUyTTA *kapy .

Po3znaou 3 6oky cyoun. Hedacto: apTepiajibHa TimoTeH31s, Tiepemis.

Po3znaou 3 6oxy wnynkoso-kuwikosoeo mpaxmy. Yacto: BIIIyTTs TUCKOMGOPTY y KUBOTI; HEYACTO:
niapes, HyJ10Ta, 3amop.

Poznaou 3 6oky wxipu ma niowxipnoi xnimkosunu. Hedacto: cBepODK; dYacToTa HEBigoMa:
BHCHTIAHHS .

3azanvhi poznaou ma peakyii y micyi 66edenns. HeBimomo: ¢idpos*.

Pezynomamu oocnioxcens. HedacTo: maBUIIEHHS KOHIIEHTpPAIlil CEY0BOi KUCIIOTH B KPOBI.

*OmiHka YacToTH MOGIYHUX peakmiii OazyBanacsi Ha AOCTDKeHHsIX B KomIiekcHOMYy pe3tome 3
Oe3rmeku (peaxirii, 10 BUHUKIIM IICIs MOYaTKy JIKyBaHHS 3 Oyab-skoi mpuuuHH). Llelr 00’ ennanmit
aHai3 06e3meKn BKIIIOYAE JaH1 BOCbMH (8) MOABIMHO CIIMUX KOHTPOJIHOBAHUX JIOCTIKEHb 32 Y4acTHO
MAIIEHTIB 3 JIETKOK a00 MOMIPHOIO JEMEHINIEI0, cepell AKuX 1246 mamieHTIB MpUiMaTd HIEprojiH.
«[IpaBmiIO TPHOX» HE 3aCTOCOBYBAJIOCS, OCKUILKH B 0a3i maHux KomruiekcHOro pesrome 3 Oe3neku
HiueproJiny 6ymno menme 3000 marieHTiB.

Tlogioomnenns npo nioo3proeari noOIUHI peaxyii.

[ToBimomieHHST TIPO TiJO3prOBaHI MOOIYHI peakiii y MiCIApeecTpaliiHuil TepioJ € BaKIUBUM
3axo70M. Lle nmae 3Mory mpoJoBKyBaTH MOHITOPUHT CITIBBIIHOIICHHS KOPUCTH/PU3UK 3aCTOCYBAaHHS
npenapary. JIikapsiMm TPOTIOHYETHCS TOBLAOMIIATH PO Oyab-sAKi IMiI03proBaH1 MOOIYH1 peakirii.

Tepmin npuoammuocmi.
3 poku.

YMoBH 30epiranus.
30epiratu npu Temneparypi He suie 25 °C.

YnakoBka.
ITo 15 Tabnerox y Gmictepi; mo 2 GiicTepu y KapTOHHINA KOPOOLIi.

Kareropis Bianmycky.
3a pelenTomM.

Bupo6nuxk.
[aiizep Itanis C.p.1./Pfizer Italia S.r.l.

Micue3Haxo:KeHHs BAUPOOHMKA Ta HOro aapeca MicUsi IPOBAKeHHS AislIbHOCTI.
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